New statin labeling requirements: an overview.
As pharmacists advocate for appropriate use of medications to ensure safety and efficacy for patients, labeling requirements for medications should be considered before patients start new therapies or make changes to their current therapies. In early 2012, the Food and Drug Administration released new mandatory labeling requirements for HMG-CoA reductase inhibitors (more commonly known as "statins") regarding hepatic dysfunction, cognitive impairment, and glycemic control. These requirements are based on a combination of studies, adverse-event reporting databases, and literature reviews. Pharmacists should be prepared to advocate for patient safety and be ready to inform patients and other health care providers of the new labeling requirements and the role pharmacists can play in altering current statin therapy.